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August RI,2005 .- 

OFFICE OF SPECIAL NUTRITIONAL PRODUCTS 
LABELING AND DIETARY SUPPLEMENTS 
Center for Food Ssfety and Applied Nutrition 
U.S. Food and Drug Administration @IFS 800) 
5 100 Paint Branch Parkway 
College Pa& MD 20740-3835 

, ,,,__.. _- .- 

_ .--. __-,w- .- 

RE: Notification for Certain Types of Statements on Dietary Supplements 

Dear Sir or Madam: 

As required by Section 403(r)(6)(c) of the Food, Drug and 
Provo, Utah 8460 1, intends to market a dietary supplement 
statements on nutritional support: 

Product: DUOLCXUP 

Statements: 
e 

. 

Contaiy a unique combination of natural ~~~~~,f~~~ to be used in 
conjunction with the TRA Weight Managemem lbqgam, w~ch~~lud~ a healthy diet 
and regular exercise 

Preliminary evidence suggests that the ingredient Nail m DuoLeanTM can attract 
fat 

NeGpuntia@ has been shown in laboratory studies to attract and bind fat 

NeOpuntia@ aura@ fat 
protective gel that 
particles 

les through h~~oph~i~ ~e~~~s” Then the fibers form a 
se hydrophobic ~~~o~s, effectively binding some fat 

AlphaTrim- Vhas shown in experimental ~~ to inhibit alpha-amylase, the 
enzyme responsrble for the breakdown of ~hy~~~ into simple sugars 
Can rqluce ~hyd~t~ breakdown 
Prehminary ,widewe suggests that the in~nt 
inhibit and or delay the breakdown of shyer 

W” in DuciLeanTM can 

I certi.@ that the information contained in this notim is compiete and accm%e and that 
substantiation that these statements are truthful a&not misleading. 

ex, LLC, has 

Sincerely, Sincerely, 

o$$ $iic&fl, 

Lori Blackner, D.Ph Lori Blackner, D.Ph 
Senior Scientist Nutrition Research Senior Scientist Nutrition Research 
Pharmanex LLC Pharmanex LLC 


